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[4110-85] 
Title 42—Public Health 


CHAPTER I—PUBLIC HEALTH SERV- 
ICE, DEPARTMENT OF HEALTH, 
EDUCATION, AND WELFARE 


PART 110—HEALTH MAINTENANCE 
ORGANIZATIONS 


Subpart I—Continued Regulation of 
Health Maintenance Organizations 
and Other Entities 


AGENCY: Public Health Service, 
HEW. 


ACTION: Final regulation. 


SUMMARY: This rule sets forth the 
enforcement and compliance proce- 
dures with respect to health mainte- 
nance organizations (HMOs) and 
other entities subject to title XIII of 
the Public Health Service Act (the 
act), which fail to comply with the as- 
surances which they have given the 
Secretary under the act. 


EFFECTIVE DATE: August 24, 1978. 


FOR FURTHER INFORMATION 
CONTACT: 


Ann R. Haendel, Division of Health 
Maintenance Organizations, Qualifi- 
cation and Compliance, Office of 
Health Maintenance Organizations, 
5600 Fishers Lane, Parklawn Build- 
ing, Room 16A-08, Rockville, MD. 
20857, 301-443-2778. 


SUPPLEMENTARY INFORMATION: 
A notice of proposed rulemaking was 
published on September 17, 1976, in 
the FEDERAL REGISTER (41 FR 40292- 
95) which proposed procedures for 
continued regulation of HMOs and 
other entities subject to title XIII of 
the Public Health Service Act (the 
act). Interested persons were invited to 
submit written comments, suggestions, 
or objections. Nine organizations sub- 
mitted comments on or before the 
deadline and one comment was re- 
ceived following the comment period. 
All comments were considered in de- 
veloping this final regulation. Shortly 
after the notice of proposed 
rulemaking was published, title XIII 
of the act was amended by Pub. L. 94- 
460, the HMO Amendments of 1976. 

This regulation implements the re- 
quirements of those amendments and 
contains changes made as a result of 
the public comments. Comments re- 
questing greater specificity were ap- 
propriately incorporated in this regu- 
lation. Suggested changes in provi- 
sions required by statute were reject- 
ed. Other relevant comments are sum- 
marized as follows: 

1. Four commenters suggested 
changes in the handling of reporting 
requirements described in § 110.903(b). 
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Their comments related to the lead 
time for reports, and one of the four 
suggested that there be a 30 day com- 
ment period prior to the adoption of 
final reporting requirements. Also, the 
proposed regulation provided that no- 
tices of new reporting requirements 
under section 110.903(b) be published 
in the FEDERAL REGISTER at least 90 
days prior to their effective date. The 
Secretary has carefully considered the 
suggested comment period as well as 
the advisability of the 90 day notice 
interval. He has, however, concluded 
that their adoption would have unnec- 
essarily limited his administrative dis- 
cretion in matters such as enforce- 
ment proceedings under § 110.904, and, 
therefore, has adopted neither. 

2. Ten organizations commented on 
the enforcement provisions of 
§ 110.904. Five of the organizations ex- 
pressed concern over the provision 
that any person or entity may file 
complaints against an HMO. The pro- 
posed regulations have not been 
changed in this respect, since the Sec- 
retary’s concern is with the HMO’s 
compliance with applicable require- 
ments, not with who brings these mat- 
ters to his attention. It is also noted 
that if the commenters’ concern was 
over the filing of frivolous complaints, 
the Secretary can summarily dispose 
of them. 

3. Six commenters expressed con- 
cern that the HMO would not receive 
a full copy of the complaint. Since an 
actual copy of the complaint may con- 
tain facts and allegations not neces- 
sary in order for an HMO to submit a 
responsive report under § 110.904(b) or 
to take corrective action (for example, 
where a complaint has been filed by 
an HMO employee who might be sub- 
ject to retaliatory action by the HMO, 
the Secretary believes that release of 
the complainant’s name may not be 
necessary), the regulation has been 
changed to indicate that the Secretary 
will provide the HMO with a full 
statement of the pertinent facts and 
of the matters the Secretary is investi- 
gating. 

4. Three comments expressed con- 
cern over the decisionmaking process 
of § 110.904 as proposed and requested 
that a meeting between the Secretary 
and the HMO be prescribed prior to is- 
suing a determination under this sec- 
tion. Other comments suggested that 
the effective date of any determina- 
tion be set sufficiently in advance so 
as to permit the HMO an opportunity 
to appeal. With respect to the initial 
determination of non-compliance, the 
regulation now provides that before 
this determination is made the HMO 
will be given a full statement of the 
pertinent facts and of the matters 
being investigated and an opportunity 
to respond. (§ 110.904(b)). With respect 
to a determination that an HMO is no 


longer a qualified HMO, the regula- 
tion provides that the Secretary will 
notify an HMO of the basis for any de- 
termination of non-compliance, and 
that the Secretary will grant the HMO 
30 days or such longer time as the Sec- 
retary may determine to be reason- 
able, to initiate and carry out correc- 
tive action. Where appropriate, the 
Secretary will give the HMO the op- 
portunity to submit for his approval 
proposed methods for achieving com- 
pliance (§ 110.904(c)). In addition, the 
effective date of a revocation of quali- 
fication is prescribed as the 5th work- 
ing day after the HMO receives the 
notice of revocation (§ 110.905(d)). In 
light of these provisions and the Sec- 
retary’s intention to make available to 
HMO’s a further administrative review 
before revoking qualification where he 
deems this review to be appropriate 
(for example, where there are factual 
issues in dispute), it is the Secretary’s 
view that the concerns noted above 
have been adequately addressed. 

5. Two organizations commented on 
the provision of § 110.906 (now num- 
bered as § 110.905) requiring notifica- 
tion of HMO members of a revocation 
of qualification. Since section 1312 of 
the act, as amended, requires this noti- 
fication, this final regulation retains 
the provision. 

6. One organization sought to 
expand the basis for waiving assur- 
ances in-§ 110.908 (now § 110.907) to in- 
clude a waiver in certain circum- 
stances of the requirement that an 
HMO offer the full range of basic 
health services. Since an HMO may 
not retain its qualification if the Sec- 
retary waives any of its assurances re- 
garding its compliance with section 
1301 of the act (which includes the re- 
quirement for offering all basic health 
services), this suggestion has been re- 
jected. In addition, the regulation has 
been clarified to indicate that if the 
Secretary waives any of these assur- 
ances he will also revoke the HMO’s 
qualification. 

Since section 1312 of the act has 
been amended, it is believed that the 
“suspension” of qualification is with- 
out statutory basis; therefore, provi- 
sions regarding “suspension” have 
been deleted from this final regula- 
tion. 

In addition, a new remedy has been 
added at §110.904(d)(3) which pro- 
vides for the reimbursement of mem- 
bers of an HMO for their expenses in 
obtaining health services which, due 
to the HMO’s failure to provide basic 
or supplemental health service in ac- 
cordance with assurances given to the 
Secretary, they secured other than 
through the HMO or for which the 
HMO imposed a charge in a manner 
inconsistent with these assurances. Al- 
though this provision was not included 
in the September 17, 1976, Notice of 
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Proposed Rulemaking, it is included in 
this final regulation without advanced 
notice, since it is among those reme- 
dies which were generally referred to 
in the 1976 Notice as being available to 
the Secretary, and is, therefore, within 
the scope of the subjects and issues in- 
volved therein. . 

The Assistant Secretary for Health 
for the Department of Health, Educa- 
tion, and Welfare, with the approval 
of the Secretary of Health, Education, 
and Welfare, hereby amends 42 CFR 
by adding a new Subpart I. 

The Department of Health, Educa- 
tion, and Welfare has determined that 
this. document does not contain a 
major proposal requiring preparation 
of an Inflation Impact Statement 
under Executive Order 11821 and 
OMB Circular A-107. 


Dated: May 26, 1978. 


James F. DICKsoN, 
Acting Assistant Secretary 
for Health. 


Approved: July 18, 1978. 


JOSEPH A. CALIFANO, JF., 
Secretary. 


Subpart I—Continued Reguiation of HMO’s and 
Other Entities 


Sec. 

110.901 
110.902 
110.903 


Purpose and applicability. 

€ompliance with assurances. 

Reporting requirements. 

110.904 Enforcement procedures. 

110.905 Effect of revocation of qualifica- 
tion for purposes of section 1310. 

110.906 Reapplication for qualification. 

110.907 Waiver of assurances. 


AvuTuHoRITy: Sec. 215, 58 Stat. 690 (42 
U.S.C. 216); secs, 1301-1316, as amended, 90 
Stat. 1945-1960 (42 U.S.C. 300e-300e-15). 


Subpart I—Continued Reguiction of 
Health Maintenance Organizations 
and Other Entities 


§ 110.961 


This subpart applies to any entity 
which was determined by the Secre- 
tary to be a qualified health mainte- 
nance organization (HMO) under 
subpart F of this part, or which pro- 
vided written assurances to the Secre- 
tary as a condition for receiving finan- 
cial assistance under subparts C, D, or 
E of this part, and sets forth proce- 
dures for enforcing the assurances 
given to the Secretary by these enti- 
ties. 


Purpose and applicability. 


§ 110.902 Compliance with assurances. 


Any entity subject to this subpart 
shall comply with the assurances 
which it provided to the Secretary, 
uniess compliance is waived under 
§ 110.907. 
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§ 110.903 Reperting requirements. 

Entities subject to this subpart shall 
submit: 

(a) The reports which may be re- 
quired by the Secretary under 
§ 110.108(0), and, 

(b) Any additional reports the Secre- 
tary may reasonably require. 


§ 110.904 Enforcement procedures. 


(a) Complaints. Any person, group, 
association, corporation, or other 
entity may file a written complaint 
with the Secretary with respect to the 
compliance of any entity with assur- 
ances it gave to the Secretary under 
this part. A complaint shall state the 


grounds and underlying facts of the. 


complaint, the names of all persons in- 
volved, and that all appropriate griev- 
ance and appeals procedures estab- 
lished by the entity and available to 
the complainant have been exhausted. 

(b) Investigations. The Secretary 
may initiate investigations when, 
based on a report, a complaint, or any 
other information, he has reason to 
believe that an entity subject to this 
subpart is not in compliance with any 
assurances it gave to the Secretary 
under this part. The Secretary will 
notify the entity in writing when an 
investigation has been initiated. He 
will include in this notice a full state- 
ment of the pertinent facts and of the 
matters being investigated, and a 
statement that the entity may submit 
to him within 30 days from the date of 
the notice a written report concerning 
these matters. The Secretary will 
obtain any information he considers 
necessary to determine the issues and 
may employ site visits, public hear- 
ings, or any other procedures he con- 
siders appropriate to obtain this infor- 
mation. 

(c) Determinations and notifications 
by the Secretary. (1) Determinations. 
On the basis of his investigation, the 
Secretary will determine whether the 
entity has failed to comply with any 
assurances it gave to the Secretary 
under this part. The Secretary will 
publish in the FEDERAL REGISTER a 
notice regarding each determination 
of noncompliance. In the case of a 


qualified HMO, a determination of : 


noncompliance shall not affect its 
status as a qualified HMO, unless the 
Secretary makes the further determi- 
nation described in paragraph (d)(1) of 
this section. 

(2) Notification of determination; 
corrective action. The Secretary will 
notify the entity in writing of his de- 
termination. This notice shall specify 
the manner in which the entity has 
not complied with its assurances and 
shall direct the entity to initiate cor- 
rective action which the Secretary 
deems necessary to bring the entity 
inte compliance. Thé entity shall initi- 
ate this corrective action within 30 
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days of the date on which the notice is 
issued by the Secretary or within any 
longer period which the Secretary de- 
termines to be reasonable and specifies 
in the notice. The entity shall carry 
out the corrective action within the 
period specified for that purpose by 
the Secretary. In the notice, the Secre- 
tary may provide the entity an oppor- 
tunity to submit for his approval pro- 
posed methods for achieving compli- 
ance. 

(d) Remedies.— (1) Qualified HMO’s: 
If the Secretary determines that a 
qualified HMO (A) has failed to initiate 
corrective action in accordance with 
paragraph (c)(2) of this section, or (B) 
has not carried out or refuses to carry 
out corrective action in accordance 
with paragraph (cX2) of this section, 
the Secretary will, for purposes of sec- 
tion 1310 of the act, revoke the HMO’s 
qualification and will notify the HMO 
of this action. The Secretary shall pub- 
lish in the Feperat REGISTER each de- 
termination under the subparagraph. 
A revocation under this subparagraph 
Shall have the effect described in 
§ 110.905. Within 15 days after the date 
a notice of revocation is issued by the 
Secretary, the HMO shall, in a notice 
written in readily understandable lan- 
guage, describe the reasons for the de- 
termination that it is not a qualified 
HMO and shall send the notice to: 


(i) The members of the HMO; 

(ii) Each employer or public entity 
which has offered membership in the 
HMO in compliance with section 1310 
of the act; and 

(iii) Each lawfully recognized collec- 
tive bargaining representative or other 
employee representative which repre- 
sents the employees of the employer 
or public entity. 


(2) Other entities. If, in the case of 
an entity which received a grant, loan, 
or loan guarantee under this part, the 
Secretary determines that it (A) has 
failed to initiate corrective action in 
accordance with paragraph (c)(2) of 
this section, or (B) has not carried out 
or refuses to carry out corrective 
action in accordance with paragraph 
(c)(2) of this section, he may, in addi- 
tion to any other remedies available to 
him, bring a civil action in the United 
States district court for the district in 
which such entity is located to enforce 
its compliance with any assurances it 
furnished the Secretary respecting the 
provision of basic and supplemental 
health services or its organization or 
operation, as the case may be, which 
assurances were made in connection 
with its application under title XIII 
for the grant, loan, or loan guarantee. 


(3) Reimbursement of members for 
services improperly denied or for 
charges improperly imposed. If, in the 
case of an HMO with respect to which 
a determination of non-compliance 
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has been made under paragraph (c)(1) 
of this section the Secretary also finds 
that the HMO has failed to provide or 
arrange for health services for its 
members in accordance with assur- 
ances given by the HMO to him under 
this part, or that the HMO has pro- 
vided health services but has charged 
the member in a manner inconsistent 
with these assurances, he may, in addi- 
tion to the remedies listed in para- 
graph (d) (1) and (2) of this section, 
require the HMO to reimburse its 
members for the expenses of securing 
basic or supplemental health services 
which because of this noncompliance 
the members obtained other than 
through the HMO or for which it 
charged the member. The provisions 
of this subparagraph shall apply with- 
out regard to when the HMO failed to 
comply with the appropriate assur- 
ances. 


§ 110.905 Effect of revocation of qualifica- 
tion for purposes of section 1310. 


When an HMO’s qualification is re- 
voked under § 110.904(d)(1): 

(a) The HMO may not seek inclusion 
in employees’ health benefits plans 
under subpart H of this part. 

(b) With respect to employers in- 
cluding the HMO in the heaith bene- 
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fits plan offered their employees, the 
HMO is not a qualified HMO for pur- 
poses of subpart H of this part. Fol- 
lowing the effective date of revocation, 
the inclusion of the health mainte- 
nance organization in an employees’ 
health benefits plan will be 
disregarded for purposes of determin- 
ing whether, and to what extent, the 
employer is subject to subpart H of 
this part, and will not constitute com 
pliance with the requirement of 
subpart H of this part. 

(c) The HMO is not a qualified HMO 
for purposes of the financial assist- 
ance programs under subparts C, D, 
and E of this part until it is, in accord- 
ance with §110.906, again qualified 


-under subpart F of this part. 


(d) The revocation of qualification 
shall be effective on the 5th working 
day after the HMO receives the notice. 


§110.906 Reapplication for qualification. 


An entity whose qualification as an 
HMO has been revoked by the Secre- 
tary for purposes of section 1310 of 
the act may, after completing the cor- 
rective action required under 
§110.904(c)(2), reapply for a determi- 
nation of qualification in accordance 
with the procedures specified in 
subpart F of this part. 
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$110.907 Waiver of assurances. 


The Secretary may release an entity 
from compliance with any assurances 
given under this part for good cause 
shown, consistant with the purpose of 
title XIII of the act, except that upon 


. the waiver of any assurance regarding 


the HMO’s compliance with section 
1301 of the act, the Secretary will 
revoke the qualification of the HMO 
unless the waiver is based on para- 
graph (c) of this section. Grounds 
upon which the Secretary will find 
good cause include, but are not limited 
to, the following: 

(a) The entity has filed for reorgani- 
zation under Federal bankruptcy pro- 
visions and the reorganization can 
only be approved with the waiver of 
the assurances; 

(b) State laws governing the entity 
have been changed after it signed the 
assurances so as to prohibit the entity 
from being organized and operated in 
a manner consistent with the signed 
assurances, except to the extent that 
the changes would be superseded 
under the authority of section 1311 of 
the act; or 

(c) Qualification requirements have 
been changed by a law of the United 
States. 


[FR Doc. 78-20507 Filed 7-24-78; 8:45 am] 











